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1.
Introduction

This document reproduces key statements recorded in the minutes of NB-MED meetings and bases on the former “Resolutions-document“. On meeting of the NBR-group on 29./30.09.97 it was proposed to change the title of the document from “Resolution“ to “Consensus Statement“. The word “Resolution“ was found not to cover the what was contained in the document, while the expression “Consensus Statements“ describes the content of the document in a better way.

In the minutes of the NB-MED meetings prior to 1995, there is no decision taken that is not covered by a separate NB-MED Recommendation or a MedDev-document.

The „consensus statements“

(i)
reflect consensus of those present / represented at the time of the relevant meeting.

Note:
Opinion may change in the light of experience and / or detailed considera​tion of the issue, for example, by those involved in drafting „Recommenda​tions“ in the area, and thus a particular „statement“ may be superseded.

(ii)
may take the form of questions and answers, often qualified in relation to specific circumstances, products etc.

Note:
The answer given may not be appropriate to other circumstances, products etc.

(iii)
will include text in italics below each „statement“ 

(a)
indicating the actions agreed as necessary that are planed or have been taken

(b)
referring to specific relevant NB-MED „Recommendation(s)“ in the area

(c)
indicating where a „statement“ has been superseded, with appropriate cross-references
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3.
Consensus statements of NB-MED

S/01/95
Subcontracting of design and production

From the definition of the manufacturer included in the medical device directive it is obvi​ous that there is no restriction and that both design and production can be subcon​tracted but the manufacturer keeps full responsibility for the product.

8. Meeting NB-MED on 06.04.95, Item 7.2a

(NBRG-Meeting on 26.06.97: No further action required.)

S/02/95
Demarcation with Medical Laboratory Equipment

J. R. raised the question: Is a mixing device used in a laboratory for mixing liquid drugs for later injection or infusion but used off-line of a patient could be considered as a medical device? J. R. proposed to define a borderline: if the product is used on-line or off-line to the patient. It is used immediately on-line for supply to the patient it can be considered as a medical device. If it is used off-line, it will be considered as a laboratory equipment.

8. Meeting NB-MED on 06.04.95, Item 7.5

(NBRG-Meeting on 26.06.97: No further action required.)

S/03/95
European representative from manufacturers from outside the Community

J. R. questioned the members on the necessity in any case for a manufacturer located outside Europe to have an authorized European representative who will appear on the certificate and would should be mentioned in the application of the conformity assess​ment. N. A. referred to Annex 1 point 13.3a where there is:

-
a requirement for labelling and instructions for use of a product to have an importer or authorized representative.

-
a need for the manufacturer to have a person responsible established in the Commu​nity to put the product on the market an to provide, if necessary, documents on request to Competent Authorities for surveillance (the relevant references in the direc​tives are: Annex 2, section 6.3, Annex 3, section 7.4, Annex 7, section 2).

8. Meeting NB-MED on 06.04.95, Item 7.6

(NBRG-Meeting on 26.06.97: No further action required.

NBRG-Meeting on 11./12.06.98: See also S/01/98.)


S/04/95
Expiration date on packaging for sterile products

N. A. suggested to write a statement: The claims of the manufacturers must be indicated in view of limits to the safe use of the product including the capability of the packaging to maintain the product sterile. The manufacturer can either claim for a defined period or, by explicit statement, for a unlimited period. In both cases, the claim must be based on ap​propriate validation data. As a general rule if the device is labelled sterile it is neces​sary to indicate the limited period which corresponds to the relevant validation.

9. Meeting NB-MED on 11./12.09.95, Item 7.1

(NBRG-Meeting on 26.06.97: Was also discussed at Medical Device Expert Group Meeting (March 1996). Furthermore it will be developed by NB-MED recommendation No. 2.2/Rec4 „Expiry dating of medical de​vices“ (old number: 3.4.2e; at present: stage hold); then this Consensus Statement will get an additional sentence: „covered by NB-MED recommendation 2.2/Rec4“.

NBRG-Meeting on 29./30.09.97: This subject and also the draft NB-MED recommendation No. 2.2/Rec4 is now covered by the NB-MED recommendation No. 2.2/Rec3 „“Use-by“ date for medical devices“. Whether this Consensus Statement is to be deleted if the NB-MED/2.2/Rec3 is approved, is for the NB-MED to de​cide.)

S/05/95
Packaging for instruments sterilized by the user

Question from M.-L.: Packaging for instruments to be sterilized by the user (NBM/025/95). This question concerns packaging of products which are sold non-sterile and sterilized at a later stage in hospitals. It was brought up by several manufacturers and they felt that section 8.6 in Annex 1 of the MDD is not clear: "Packaging systems for non-sterile devices must keep the products without deterioration at the level of cleanliness stipulated and, if the devices are to be sterilized prior to use, minimize the risk of microbial contamination; the packaging system must be suitable taking account of the method of sterilization indi​cated by the manufacturer". J. R. explained that this paragraph is intended for products which can be sterilized in their packaging. The normal packaging is a shipping packaging.

9. Meeting NB-MED on 11./12.09.95, Item 7.2

(NBRG-Meeting on 26.06.97: No further action required.)

S/06/95
Product testing as part of the surveillance of QS

Where necessary Notified Bodies may carry out product tests as part of the surveillance of quality systems to verify that quality systems ensure that the products meet the re​quirements laid down in the MDD and AIMD [see answer on a written question to the European Commission, Official Journal of the European Communities No C 6 dated January 9, 1995]. Results of discussion: tests mentioned in Annex II section 5.4 and An​nex V section 4.4 can also be product tests.

9. Meeting NB-MED on 11./12.09.95, Item 8.5(4)

(NBRG-Meeting on 26.06.97: No further action required.)

S/01/96
Validation of the technical documentation as part of auditing under Annex V and VI

Question: How far the third party should go in the auditing activities?

Answer: The Notified Bodies shall include audit activities concerning the technical docu​mentation mentioned in Annex VII in the surveillance of the quality system according to Annex V (production quality) and Annex VI (product quality). The audit should not be as detailed as the review procedure set out in Annex II but it shall include in case of sub​stantial doubts a validation of the technical documentation mentioned in Annex VII sec​tion 3. That means that the definition of products included in its intended use and the classification shall always be audited.

10. Meeting NB-MED on 17.01.96, Item 5.1(3)

(NBRG-Meeting on 26.06.97: No further action required.)

S/02/96
Classification of ear thermometers

Question: Do they belong to class I or Ila? They are part of active device but they do not deliver energy.

Answer: It was decided after discussion to classify this product according to rule 10 for electrical medical devices as class IIa.

10. Meeting NB-MED on 17.01.96, Item 5.1(6)

11. Meeting NB-MED on 29./30.04.96, Item 2

(NBRG-Meeting on 26.06.97: Pass on to the Commission Classification Group including all relevant informa​tion out of the minutes of 10./11. meeting of NB-MED.)

S/03/96
Authorized representative

Question: Do manufacturers who are located outside Europe have to designate an authorised representative in all cases or does this only applied to devices according to article 14?

Answer: Only in cases mentioned in article 14 of MDD the manufacturer located outside the MS shall designate a responsible person. An authorised representative as mentioned in article 11 point 8 is optional.

10. Meeting NB-MED on 17.01.96, Item 5.1(1)

(NBRG-Meeting on 26.06.97: Remark: MS means „Member state“. No further action required.)


S/04/96
CE marking of refurbished devices

Question: Do refurbished devices, which will be marketed as second hand devices require CE marking?

Answer: Repair of a medical device using components, conforming to the original specifi​cation, where no transfer of a device in terms of placing on the market occurs, does not require CE-marking or re-CE-marking. B. L. referred to the paper from COCIR (NBM/010/96) circulated during the meeting and proposed that the answer should be: No, if the equipped product has been in the EU market before with the following comment: only fully refurbished medical devices intended to be placed on the market must be CE marked by that organisation.

10. Meeting NB-MED on 17.01.96, Item 5.1(2)

(NBRG-Meeting on 26.06.97: Discussion concerning „refurbished“ and „fully refurbished“. Furthermore this Consensus Statement will be developed as a NB-MED recommendation by working group (Mr. B., Mr. J., Dr. L., Dr. W.) until NBRG-Meeting on September 29./30., 1997.

NBRG-Meeting on 29./30.09.97: This subject is now covered by the NB-MED recommendation No. 2.1/Rec5 „Placing on the market of fully refurbished medical devices“. Whether this Consensus Statement is to be deleted if the NB-MED/2.1/Rec5 is approved, is for the NB-MED to decide.)

S/05/96
CE marking of class I devices

Question: A manufacturer of a Class I device (non sterile, non measuring) applies a full quality assurance system (Annex II). After certification by a Notified Body the manufac​turer wants to affix CE marking with NB-number. Is this allowed?

Answer: No, it is not allowed. Class I device (non sterile, non measuring) must always be marked CE without Notified Body number according to the medical device directive.

10. Meeting NB-MED on 17.01.96, Item 5.1(4)

(NBRG-Meeting on 26.06.97: No further action required.)

S/06/96
Declaration of reversed osmotic systems

Question: Are reversed osmotic system for water purification for dialysis medical devices according to the MDD?

Answer: Yes, if specifically intended to be an accessory to a medical device.

10. Meeting NB-MED on 17.01.96, Item 5.1(7)

(NBRG-Meeting on 26.06.97: No further action required.)


S/07/96
Classification of devices for disinfecting, cleaning, rinsing, hydrating
Answer: All such devices should be classified as Class IIa except if rule 15, 1st sentence applies: All devices intended specifically to be used for disinfecting, cleaning, rinsing or hydrating contact lenses are IIb.

10. Meeting NB-MED on 17.01.96, Item 5.1(8)

(NBRG-Meeting on 26.06.97: Pass on to the Commission Classification Group including all relevant informa​tion out of the minutes of 10. meeting of NB-MED.)

S/08/96
Quality systems in case of complete subcontracting

J. R. referred also to the paper from the Medical Products Agency of Sweden (NBM/3/96) which covers a very subject.

Question: Company A has designed and specified a class I sterile medial device. The complete production process, including steps to secure sterility, is carried out by a sub​contractor Company B. Company A has not established a quality system. Could it under MDD be required that Company A shall operate with a quality system or some part of a quality system.

Answer: The company A must have a quality system. The quality system should focus in the given case on activities which have been subcontracted, but the quality system should be installed by the labelled manufacturing company.

10. Meeting NB-MED on 17.01.96, Item 7.1

(NBRG-Meeting on 26.06.97: No further action required.)

S/09/96
Beautician equipment

It was concluded that it depends on the purpose of the device and the use of this device by a doctor does not change the intended purpose of the device.

10. Meeting NB-MED on 17.01.96, Item 7.6

(NBRG-Meeting on 26.06.97: No further action required.)

S/10/96
Road motor vehicle for handicapped persons

J. R. stated that it is necessary to look at the claim of the manufacturer. If the manufac​turer claims that the device is a medical device, then some of the scope of the medical device directive applies besides being under the scope of the road traffic regulation which applies in parallel. But if the general purpose of the device is a vehicle which can be used also by an handicapped person it will not be considered as a medical device.

10. Meeting NB-MED on 17.01.96, Item 7.6

(NBRG-Meeting on 26.06.97: No further action required.)

S/11/96
CE marking of separate sold devices
J. R. referred to the paper tabled by M.-L. on CE marking of a set of two medical devices certified by two different Notified Bodies.

Question: The CE marked devices are sold separately and as a set. Can the package of the set bear the CE mark?

Answer: The manufacturer has the choice between two possibilities:

1.
The components have a CE mark (Article 12 -systems and procedure pack), 
no addi​tional certification is required and no additional CE mark shall be affixed to the set and on the package.

2.
The components have an independent purpose for use and so article 12 does not ap​ply. CE marking must be affixed clearly visible on the package of the set to know which CE mark belongs to which product.

11. Meeting NB-MED on 29./30.04.96, Item 8.6

(NBRG-Meeting on 26.06.97: No further action required.)

S/12/96
Oven in dental laboratories

Question: Can an oven be considered as a medical device? Or as an accessory? The oven is intended to be used by dental laboratories of the production of protheses from dental alloys, and could be considered a medical device as sterilizers are.

[image: image2.png]


Comments and answer: J. R. and M. F. stated that a sterilizer used in the manufacture of medical device is not a medical device, but sterilizer used in a medical device environ​ment or an hospital environment for reuse of medical device is an accessory of a medical device (reusable surgical instrument). R. V. pointed out that if this oven is placed on the market for the specified purpose of preparing protheses from substances which are medi​cal devices by supplying specific temperatures and or other physical parameters, or if it is specifically intended by the manufacturer to be used in conjunction with medical devices, then it is an accessory of medical devices. He added that the concept of intended purpose and specific use stated by the manufacturer is the basic element to determine whether the device is an accessory of a medical device.

11. Meeting NB-MED on 29./30.04.96, Item 8.7

(NBRG-Meeting on 26.06.97: Discussion concerning the demarcation of „accessory“ and „device“. Further​more this Consensus Statement should be developed as a NB-MED recommendation in a more general way.

NBRG-Meeting on 29./30.09.97: A proposal for a recommendation made by Mr. B. will be redrafted until NBRG-Meeting on January, 1998.

NBRG-Meeting on 22./23.01.98: The draft document „Demarcation Medical devices, accessories and pro​duction or laboratory devices“ was presented by Mr. B.. Criteria for „When are accessories under the MDD“ are Use in medical environment and Time on use. So: oven in the dental laboratory to manufacture is not a MD; amalgam mixer used by the dentist is a MD. Mr. B. was asked to prepare a new docu​ment for the next Medical Devices Experts Group on 09./10.02.98.

NBRG-Meeting on 03./04.03.98: A proposal for a explaining statement concerning „Demarcation Medical Devices, Accessories and Production or Laboratory Devices“ made by Mr. B. was agreed by the Medical de​vices Experts Group meeting on 09./10.02.98. NB-MED agreed that the old consensus statement will be superseded by the new one; NBRG should find the right wording at their meeting on April, 1998.

NBRG-Meeting on 20./21.04.98: A new statement was elaborated and accepted; the old consensus state​ment S/12/96 is superseded by S/01/98.)

S/13/96
Time limits of certificates

J. R. referred to the wording of the directive where a limited time certificate should be 5 years. There is only an unlimited certificate for Annex 5.4 and 6.

12. Meeting NB-MED on 24./25.09.96, Item 8.6

(NBRG-Meeting on 26.06.97: Remark: only the reference to „Annex 4, 5 and 6“. No further action required.)

S/14/96
Certification of subcontractor

The question was : „What is the appropriate certificate for sterilisation subcontractor?“ A possibility is a certificate under EN 46002 or ISO 9002 by a Notified Body able to issue such a certificate. J. R. stated that an audit report from a Notified Body for an inspection should be used by the following Notified Bodies. Any existing document can be used by the subsequent Notified Body and could prevent the second Notified Body to again audit the sterilisation company. The Notified Body should be of course competent with the area already audited.

12. Meeting NB-MED on 24./25.09.96, Item 8.7

(NBRG-Meeting on 26.06.97: No further action required.)


S/01/97
Nasal rinsing and humidifying solutions; Classification

As regards the question whether nasal rinsing and humidifying solutions are medical de​vices, reference is made to document MedDev 14/93 MedDev 2.1/3, section A.3.

13. Meeting NB-MED on 04./05.02.97, Item 5.1(3)

(NBRG-Meeting on 26.06.97: No further action required.)

S/02/97
Custom-made mouth guards; Classification

Custom-made mouth guards are only medical devices if they were to be used for medical purposes.

13. Meeting NB-MED on 04./05.02.97, Item 5.1(3)

(NBRG-Meeting on 26.06.97: No further action required.)

S/03/97
Laser equipment; Classification

Laser equipment intended for permanent depilation is to be classified as medical devices if its application, to be documented by the manufacturer, was aimed at changing the anat​omy in a permanent nature including also at least when medical purpose.

13. Meeting NB-MED on 04./05.02.97, Item 5.1(3)

(NBRG-Meeting on 26.06.97: Discussion concerning the demarcation of „cosmetics and beautician equip​ments“ and „medical device“. In view of S/09/96 NBRG gives the recommendation to NB-MED to develop a NB-MED recommendation.)

S/04/97
Gas distribution networks in hospitals

[image: image3.wmf]G-MED brought up the question as to the case in which gas distribution networks in hospi​tals are medical devices. R. V. pointed out that two MedDev documents give some expla​nation on this subject. Primary containers for gases were thus medicinal products accord​ing to MedDev 14/93 (rev. 4), section A.4 i) MedDev 2.1/3 (rev. 5.1), paragraph A4, sec​tion 4.1. According to the explanations on rule 11 in MedDev 10/93 MedDev 2.4/1 (rev. 5), pressure regulators for medical gases were medical devices. It could be assumed from this that products arranged after primary containers were medical devices, unless they were permanently installed piping systems. F. pointed out that the CEN/TC 215 was con​cerned with the question of defining such products.

13. Meeting NB-MED on 04./05.02.97, Item 8(1)

(NBRG-Meeting on 26.06.97: Proposal to NB-MED to ask for correct and suitable wording concerning the sentence „...after primary containers were medical devices, unless they were permanently installed piping systems.“. Dr. W. made the proposal to delete the sentence after the coma and the headline should be ex​tended to „Medical gas distribution networks in hospitals“. Rational will follow by Dr. W.

NBRG-Meeting on 22./23.01.98: Dr. W. was asked to draft a new consensus statement and a rationale for presentation at the next plenary. Questions are: Who is the manufacturer? What is placed on the mar​ket? When is a MD generated?

NBRG-Meeting on 11./12.06.98: A new consensus statement was accepted on the NB-MED meeting on 09./10.06.98; therefore this old consensus statement S/04/97 is superseded by the new one S/06/98.)

S/05/97
Borderline products between medical devices and home training de​vices, or devices for comfort, or cosmetic devices

The definition depended essentially on the purpose for which the products were intended. Medical devices were concerned if the manufacturer offered them, for example for diag​nostic or therapeutic purposes. If, on the other hand, the manufacture intended them as training devices for those engaged in sports, they were not to be considered as medical devices. If the intended use was not clear, the manufacturer should be asked for more ex​act details to clarify whether a medical device was concerned or not.

13. Meeting NB-MED on 04./05.02.97, Item 8(3)

(NBRG-Meeting on 26.06.97: Proposal to NB-MED to keep this Consensus Statement together with S/09/96 and S/03/97. No further action required.)

S/06/97
Classification of surgical instruments
R. V. mentioned that this question referred to a medical device intended for short-time use in cardiac surgery for tissue stabilisation. Between the manufacturer and the NB there in​terpretation of rules 6 and 7 in MedDev 10/93 MedDev 2.4/1 (Rev. 5) differed. If foot​note 2 of rule 6 will be taken into account in the application of rule 7 and the device was not used for correcting a defect of the heart, but as an accessory (e.g. as a clamp), it would be possible to assign a class II classification, and not class III.

13. Meeting NB-MED on 04./05.02.97, Item 8.1

(NBRG-Meeting on 26.06.97: Pass on to the Commission Classification Group including all relevant informa​tion out of the minutes of 13. meeting of NB-MED.)

S/07/97
Status of coatings of implants
Taking a concrete case, R. V. pointed out that coatings of hip prostheses may not be given CE marking, because coatings as such are not medical devices. They are not finished products but only parts/components of Medical Devices. It was proposed that if a manufacturer did not produce the coatings himself, but obtained them from a sub-supplier, it was possible for the Notified Body to issue a "certificate of competence". The Commis​sion is going to draw up sample certificates. This also included a sample for a corre​spond​ing "certificate of competence".

13. Meeting NB-MED on 04./05.02.97, Item 8.2

(NBRG-Meeting on 26.06.97: No further action required.)

S/08/97
Withdrawal or refusal of certificates
N. A. brought up the question as to what follow-up measures had to be taken by a Notified Body when the conditions for granting a certificate had not been met or are no longer met anymore. In such cases the Notified Body had to take all measures to withdraw relevant certificates. It was disputable whether, in cases where the manufacturer did not take ade​quate measures, the Notified Body had to inform the competent authority. N. A. was of the view that such a notification was necessary in such cases.

13. Meeting NB-MED on 04./05.02.97, Item 8.3

(NBRG-Meeting on 26.06.97: No further action required.)

S/09/97
Classification of dialysis concentrates
J. R. explained that dialysis concentrates are medical devices (see MedDev 14/93 (rev. 4) MedDev 2.1/3 (rev. 5.1), section A.3). The question had to be clarified as to how these concentrates should be classified. Since the concentrates normally contained medicinal substances, such as bicarbonate, Rule 13 had to be applied, i.e. the concentrates were to be classified as class III. J. R. proposed that corresponding clarification be given in the document MedDev 10/93 MedDev 2.4/1 (rev. 5).

13. Meeting NB-MED on 04./05.02.97, Item 8.6

(NBRG-Meeting on 26.06.97: Pass on to the Commission Classification Group including all relevant informa​tion out of the minutes of 13. meeting of NB-MED.)

N. A. pointed out that where two rules apply, the higher classification applies.

14. Meeting NB-MED on 24./25.06.97, Item 2.4

S/10/97
Quality certificates for single products
J. T. reported that some Notified Bodies were demanding a list of each individual product type in the certificates according to Annex II or V. The Notified Bodies had found that such a detailed list in the certificate could not be demanded. An indication of a product cate​gory was sufficient. Even so the related documents had to make clear which individual products the certificate related to.

13. Meeting NB-MED on 04./05.02.97, Item 10.4

(NBRG-Meeting on 26.06.97: No further action required.)

S/11/97
OEM Products; certification

Whoever removed the name of the manufacturer and put the product on the market under his own name then this person could be seen as the manufacturer. NB-MED decided after the discussion that removing the label of the original manufacturer puts the device in po​sition where it is no longer assembly but subcontracting. If there is a change of manu​facturer the labelling will clearly reflect that and of course all of the requirements under the directive attach to the new manufacturer.

14. Meeting NB-MED on 24./25.06.97, Item 3.4(1)

(NBRG-Meeting on 11./12.06.98: No further action required.)

S/12/97
Certification of class IIb products in combination of Annexes II and V of the MDD

NB-MED decided after the discussion that Annex V is a subset of Annex II and therefore without further auditing a certificate according to Annex V can be issued when Annex II for the same range of products of course has already been successfully audited.

14. Meeting NB-MED on 24./25.06.97, Item 3.4(2)

(NBRG-Meeting on 11./12.06.98: No further action required.)

S/13/97
Hearing aids

The NB-MED decided after the discussion that the essential requirements must be met because they are mandatory. The risk analysis attaching to that has to be addressed by the manufacturer either in terms of having a “fail to safety type system“ but it must be ad​dressed.

14. Meeting NB-MED on 24./25.06.97, Item 3.4(4)

(NBRG-Meeting on 11./12.06.98: No further action required.)

S/14/97
Programmable electrical Medical Systems

The NB-MED decided after the discussion that standard IEC 601-1-4 can be used.

14. Meeting NB-MED on 24./25.06.97, Item 3.4(5)

(NBRG-Meeting on 11./12.06.98: No further action required.)

S/15/97
Classification of a medical-diagnostic device for determining woman’s fertile and infertile period

N. A. explained that in the tabled case the device is not covered by the MDD because the device is used for in vitro diagnosis. N. A. also supported that a medical device which are part of a kit, e.g. invitro diagnostic kit, should be CE marked. R. V. explained that a acces​sory for a product which itself is not a medical device could be a medical device (e.g. container for human bones; the human bone is by definition excluded from the MDD and this container could be an accessory for this product); this is addressed in the classifica​tion rule 2 and also in the MedDev document relating to drug/device borderline issues. A container for transportation e.g. human bone falls under rule 2; it is a non-invasive device intended for storing tissue.

14. Meeting NB-MED on 24./25.06.97, Item 3.4(8)

(NBRG-Meeting on 11./12.06.98: No further action required.)

S/16/97
Resuscitation masks; categorisation

This product seems to be a device which intended purpose is to protect not the patient but the resuscitator. In this case the device is a PPE (personal protection equipment). But the used wording “re-animation mask“ or “resuscitation mask“ is misleading because a “re​suscitator“ is in general a device used for the patient and not for the person who saves the patient. If this product has a medical function as well as a PPE function then it will be classed as a medical device. If e.g. this products at the same time prevents transmission of infectious agents from the rescuer to the patient as well as visa versa then it is not a PPE but it is a medical device. N. A. referred to the MedDev document concerning the demarcation between medical devices and personal protective equipment where some examples are given. The question is what is the main purpose of the product and one example given in this context was “clothing for breath protection against ionising radia​tion“ and in this context there is a set of products which are used for clothing to protect either patients or to protect medical staff against radiation and in this case the MedDev document decides it is a personal protective equipment; it is also used in the context of medical environment but the “PPE purpose“ is unequivocal prevailing. Also this tabled product seems to be a similar kind of these products. On the other hand the MedDev document considers medical gloves as medical devices because there is a purpose which is related to the patient as well as a purpose related to the physician. But the MedDev document considers protective gloves e.g. for use in a medical laboratory as personal protective equipment. NB-MED decided that the resuscitation masks has to classify as a personal protective equipment because a personal protective purpose is prevailing.

14. Meeting NB-MED on 24./25.06.97, Item 3.4(10)

(NBRG-Meeting on 11./12.06.98: No further action required.)

S/17/97
Wigs and toupees; Classification

They are not medical devices since there is no permanent modification of the anatomy.

14. Meeting NB-MED on 24./25.06.97, Item 5(1)

(NBRG-Meeting on 11./12.06.98: No further action required.)

S/18/97
Arms rests installed in buildings for handicapped persons; Classifi​cation

They are not medical devices.

14. Meeting NB-MED on 24./25.06.97, Item 5(1)

(NBRG-Meeting on 11./12.06.98: No further action required.)

S/19/97
Brushers with disinfectants for use by healthcare personnel; Classi​fication

These products are not medical devices because their intended purpose is to clean a part of the body not to clean a medical device.

14. Meeting NB-MED on 24./25.06.97, Item 5(1)

(NBRG-Meeting on 11./12.06.98: No further action required.)

S/20/97
Software programmes used for patients to provide rehabilitation; Classification

Where software were designed specifically to treat or diagnose a handicap then these products could be considered as medical devices as referred to in MedDev 3/94 MedDev 2.1/1. 

14. Meeting NB-MED on 24./25.06.97, Item 5(1)

(NBRG-Meeting on 11./12.06.98: No further action required.)

S/21/97
Products made from latex

Discussion (Medical Device Experts Group meeting on 25.02.97) about allergic reaction arisen by products made from latex or containing natural latex (increasing sensitisation to natural latex). Notified Bodies should be aware of this situation and during conformity as​sessment ensure minimisation of allergens due to natural latex.

14. Meeting NB-MED on 24./25.06.97, Item 5(1)

(NBRG-Meeting on 11./12.06.98: No further action required.)

S/22/97
Data Management and Exchange

On of the important outcomes was that Notified Bodies will retain numbering of the certifi​cates as given.

14. Meeting NB-MED on 24./25.06.97, Item 5(4)

(NBRG-Meeting on 11./12.06.98: No further action required.)

S/23/97
Storage solutions for organs; classification

It was resolved (Working Group “Drug/Device Issues“, April 21, 1997) that agents specifi​cally designed for ex vivo use for transport and storage of organs, tissues or cells in​tended for transplantation, where the action is principally for preservation or mainte​nance should be added as an example of medical device to the draft document MedDev 14/93 MedDev 2.1/3 and that rule 13 of Annex IX of the MDD should apply to such products, i.e. they would be class III. 

14. Meeting NB-MED on 24./25.06.97, Item 5(5)

(NBRG-Meeting on 11./12.06.98: this consensus statement was revised by S/35/97.)

S/24/97
Complex salt solution for irrigation; classification

“Complex salt solution for irrigation“, e.g. of the anterior chamber of the eye during sur​gery, are medical devices resolved (Working Group “Drug/Device Issues“, April 21, 1997) unless their principal intended action refers to metabolism. The question of classification has yet to be clarified (class IIa or class III according MDD, Annex IX, rule 13?). 

14. Meeting NB-MED on 24./25.06.97, Item 5(5)

(NBRG-Meeting on 11./12.06.98: No further action required.)

S/25/97
Independence of the auditors

It was proposed (Study Group 4 of the Global Harmonisation Task Force, February 1997) to add - in revision 5 of MedDev document concerning auditing - a note “the medical use of a device is not considered as a commercial use“. Concerning the responsibility of the auditor it was proposed that one of the responsibility of the auditor is to help the manufac​turer to understand the regulatory requirement. Concerning the issue “responsibility of auditees which are not manufacturers“ (e.g. subcontractor) it was proposed to add “the scope of the audit remains the responsibility of the manufacturers and not to the subcon​tractor“.

14. Meeting NB-MED on 24./25.06.97, Item 5(7)

(NBRG-Meeting on 11./12.06.98: No further action required.)

S/26/97
Products in the distribution chain and the impact of that in relation to the end of the transition period

N. A. pointed out that the transitional period with regard to placing on the market will not be changed at all. By June 15, 1998 only CE marked devices may be placed on the mar​ket. Concerning the question “What does happen with those products (without CE mark) which have already been placed on the market by June 14, 1997 (by putting in the distri​bution chain)?“ N. A. explained that the council in the context of IVDD set a “cut off date“. Those products which have been placed on the market by June 15, 1998 can still reach the final user until June 30, 2001. There will be a re-definition of the concept of “putting into service“, in fact it will mean these products can be transferred to the final user until June 30, 2001. Products which e.g. left by manufacturer into an hospital but are not used by the hospital are placed on the market; they have even been put into service and can be used. The payment and the ownership are not conditions for placing a product on the market or for putting into service. The question is: “Is the product available e.g. for the physician?“ In this case the product has been put into service.

14. Meeting NB-MED on 24./25.06.97, Item 6.6

(NBRG-Meeting on 11./12.06.98: see also „communication document“ made by the Commission, dis​tributed on the NB-MED meeting on 09./10.06.98 as document NBM/102/98.)

(Remark of the Technical Secretariat: see also „communication document“ NBM/150/98.)

S/27/97
Categorisation of devices for preparation of solution bags

NB-MED decided that this presented device for preparation of solution bags has not to be considered as a medical device or as an accessory to a medical device.

15. Meeting NB-MED on 18./19.11.97, Item 3.4 (1)

(NBRG-Meeting on 11./12.06.98: No further action required.)

S/28/97
Declaration specifying that no application has been lodged with any other Notified Body for the same product/product related quality sys​tem

The Notified Bodies made practicable proposals for a solution. E.g. in the application form between Notified Body and the manufacturer, the manufacturer should declare „No other application has not been made to an other Notified Body“. Normally the manufacturer de​clares that he has not been involved with an other Notified Body. In the case that such an declaration is not given the „new“ Notified Body requests from the manufacturer to release his former Notified Body from the obligation of confidentiality versus the „new“ Notified Body; than the „new“ Notified Body could make contact with the former Notified Body.

15. Meeting NB-MED on 18./19.11.97, Item 3.4 (2)

(NBRG-Meeting on 11./12.06.98: No further action required.)

S/29/97
Categorisation of thermosealing machine

NB-MED decided that a thermosealing machine is only a processing equipment (see also NBM/105/97). An accessory to an accessory of a medical device is not a medical device.

15. Meeting NB-MED on 18./19.11.97, Item 3.4 (3)

(NBRG-Meeting on 11./12.06.98: No further action required.)

S/30/97
Are devices for storage of blood, human cells and sperm which are determined to be returned to the human body medical devices or not?

R. V. explained the intended purpose given by the manufacturer answers the question: in case of a multipurpose device (see MedDev document) this device becomes a medical device only when a specified intended medical purpose is signed by its manufacturer for e.g. preservation of organs. If a manufacturer of containers for liquid nitrogen places this device on the market without claiming any specific purpose than it is not a medical device. In this context R. V. mentioned that e.g. a bloodwarmer used on-line for infusion is a medical device. NB-MED agreed with this interpretations. It was decided that the storage device itself falls under rule 2.

15. Meeting NB-MED on 18./19.11.97, Item 3.4 (7)

(NBRG-Meeting on 11./12.06.98: No further action required.)

S/31/97
Devices for use in heart surgery; Classification

Some class I products were used in direct contact with the heart, and rule 6 did not ad​dress the cardiac use of medical devices. Suggestion: all such devices should be class III e.g. Coronary - Artery Probe and Aortic Punch. An urgent meeting of Classifica​tion Working Group was proposed. The Commission services considered that rule 5 applied for examination gloves (class I) and rule 6 applied for surgical gloves (class IIa).

15. Meeting NB-MED on 18./19.11.97, Item 5 (1)

(NBRG-Meeting on 11./12.06.98: No further action required.)


S/32/97
Gloves; Classification

If reclassification is required then an detailed rationale must be made

15. Meeting NB-MED on 18./19.11.97, Item 5 (1)

(NBRG-Meeting on 11./12.06.98: No further action required.)

S/33/97
Nebulizers (used to administer a medicinal product, which was po​tentially hazardous in reference to rule II, annex II) ; Classification

This device is a class IIb because it is active, multi-use and also the potentially hazardous nature of the substance used (need for a respiratory filter due to the route of administra​tion) ref. rule 11. Other such nebulizers are still classed as class IIa devices.

15. Meeting NB-MED on 18./19.11.97, Item 5 (1)

(NBRG-Meeting on 11./12.06.98: No further action required.)

S/34/97
Products intended for rinsing; Classification

A distinction must be made between cleaning and disinfecting claims per rule 15. In any case, the rinsing solutions would be regarded as an accessory to a medical device. Disin​fectants which also make claims to fight hospital based infections (MRSA) should be clas​sified as class IIb devices in keeping with higher risk. The reclassification would have to be done on basis on article 13 of MDD.

15. Meeting NB-MED on 18./19.11.97, Item 5 (1)

(NBRG-Meeting on 11./12.06.98: No further action required.)

S/35/97
Storage solutions for organs; Classification

Working Group “Drug/Device Issues“, 02.10.97: a former decision that „Storage solutions for organs“ have to be considered as class III devices (draft document MedDev 14/93 MedDev 2.1/3 and rule 13 of Annex IX, MDD) was revised: now they are not medical de​vices but they are regulated by the drug law. 

15. Meeting NB-MED on 18./19.11.97, Item 5 (7)

(NBRG-Meeting on 11./12.06.98: this new consensus statement revises the older S/23/97.)


S/36/97
Complex salt solution for irrigation; Classification

Working Group “Drug/Device Issues“, 02.10.97: it was fixed that “Complex salt solution for irrigation“ have to be considered as class III devices.

15. Meeting NB-MED on 18./19.11.97, Item 5 (7)

(NBRG-Meeting on 11./12.06.98: No further action required.)

S/37/97
Proteins - produced by genetic means - which are used with devices for bone repairing

R. V. made some indications concerning proteins - produced by genetic means - which are used with devices for bone repairing: when the bone filler consists in a matrix and when this matrix acts by physical means and the bone filler assists by a substance to promote the osteoinduction than it is a medical device; but when it can not be proofed that the action of the substance which promotes osteoinduction is ancillary to the action of the matrix than the product has to be considered as a pharmaceutical.

15. Meeting NB-MED on 18./19.11.97, Item 5 (7)

(NBRG-Meeting on 11./12.06.98: No further action required.)

S/38/97
Dental filling material

Dental filling material used for retrograde filling has to be considered as class IIa.

15. Meeting NB-MED on 18./19.11.97, Item 5 (8)

(NBRG-Meeting on 11./12.06.98: No further action required.)

S/39/97
Products made from latex

see also S/21/97

Medical Device Experts Group meeting on 25.02.97: 

The role of the Notified Bodies was to check that the manufacturers used the best available technology to reduce allergies content and ensure the labelling „con​tains natural latex“.

1.
Notified Bodies to be aware of their responsibilities

2.
Labelling, at least „this product contains latex“

15. Meeting NB-MED on 18./19.11.97, Item 6.3

(NBRG-Meeting on 11./12.06.98: No further action required.)


S/01/98
Demarcation Medical Devices, Accessories and Production or Labo​ratory Devices

It was agreed that the old consensus statement (S/12/96) will be updated by the new one.

16. Meeting NB-MED on 03./04.03.98, Item 3.3 (2)

(NBRG-Meeting on 20./21.04.98: A new statement was elaborated and accepted:

„Demarcation Medical Devices and Non-Medical Devices
Substances or materials or equipment, needed to manufacture medical devices without becoming part of the medical devices or without use on the patient, are neither medical devices nor accesso​ries to medical devices

If the equipment

-
must be used in the immediate medical environment and

-
is used by the final user for the preparation of a medical device directly for the time of use and

-
is specifically intended for this special purpose and

-
the medical device cannot be prepared without this special equipment,

then this equipment may be considered as an accessory to a medical device.“

the old consensus statement S/12/96 is superseded by this one; see also S/02/95.)

S/02/98
Lasers for skin treatment (low level laser therapy); classification

NB-MED agreed that the classification of lasers as class IIa or class IIb products depends on the level of risk factor (e.g. on potential hazard or on level of energy or frequency); EN 6825 considers also these issues. R. V. mentioned that if the use of lasers is poten​tially hazardous for e.g. the eye of the surgeon or of the operator (laser classification 3b or higher) then these devices have to be classified as class IIb.

16. Meeting NB-MED on 03./04.03.98, Item 3.4 (6)

(NBRG-Meeting on 11./12.06.98: No further action required.)

S/03/98
Samples of certificates

The conclusion at the NBRG meeting on January 1998 was to have a list of the minimal contents which should be in the certificates; also some principles were agreed (NBM/17/98). The Medical Devices Experts Group has received some comments of the member states concerning the Commission’s proposal; most of them wish a harmonisation of the content of certificates, some see the need for consideration of the class of the de​vice on the certificates. No consensus in the Medical Devices Experts Group has been achieved. The NB-MED agreed that the samples of certificates should define the minimum that should appear on the certificates; the legal is the basis for the given details but everybody is free to add more details. The wording of the tabled document shall be suited largely to the EUDAMED database „nomenclature“, but R. V. reminded that not all infor​mation of this document will appear within the EUDAMED database e.g. the link with the dossier at the Notified Body.

16. Meeting NB-MED on 03./04.03.98, Item 5.5

S/04/98
Blood bags with preservation solution

At the last NB-MED meeting the Commission was asked - in the light of a inconclusive discussion at that time - to think over their interpretation in the classification guidelines concerning rule 18 for blood bags with preservation solution; rule 18 defines blood bags to be class IIb independent if they have preservation solution in it which is a medicinal product. Dr. R. explained once again the discrepancy of annex II, clause II.4 and annex III (plus e.g. V), 5 2nd clause concerning the consultation with drug authority. That means this classification depends when there is e.g. a conformity assessment „annex III plus V“; concerning annex III the Notified Body has to consult with a drug authority because there is some drug inside. By making an annex II procedure the Notified Body has to skip the design examination without consultation of the drug authority. ... R. V. asked the NB-MED to consider this MedDev document as a stable document so far no changes will be made. 

16. Meeting NB-MED on 03./04.03.98, Item 5.9

S/05/98
Decoupling of certificates 

The NB-MED recognizes that the Medical Devices Directives do not permit decou​pling of the design examination certificate from the Annex II quality system certificate. The design examination forms an integral part of the Annex II conformity procedure for class III de​vices, it is not independent of the other requirements of Annex I.

A Notified Body cannot issue a design examination certificate in isolation. Any prod​uct approved on a design examination certificate must also be covered by an Annex II quality system approval certificate from the same Notified Body that issued the design examina​tion certificate. The entire conformity procedure must be applied by a single Notified Body for the class III devices concerned. This requirement does not preclude a manufacturer from using different Notified Bodies for different class III devices, nor does it prevent a manufacturer from terminating any agreements with a particular Notified Body.

NB-MED agreed to adopt this Consensus Statement which will replace also the former NB-MED Recommendation NB-MED/2.5.1/Rec3 Certificates - decoupling.

17. Meeting NB-MED on 09./10.06.98, Item 3.3 (1)


S/06/98
Medical gas pipeline systems in hospitals

There are several scenarios where different bodies take the role of the "manufacturer" responsible for designing, manufacturing, installing and commissioning. References to EN standards in this statement are made in light of the use of harmonised standards to demonstrate compliance with the essential requirements according to article 5 of the MDD.

1
Scenario 1


In one possible scenario, the designer, installer and commissioner is the "manufac​turer".

1.1
Product to be placed on the market


A medical gas pipeline system’s installation for medical gases and vacuum ac​cord​ing to EN 737-3 which may include compo​nents such as 


- pressure regulators according to EN 738-1


- terminal units according to EN 737-1,


- medical supply units (inc. ceiling mounted pendants) according to EN 793,


- copper tubing for medical gases according to EN (TC 133)


- anaesthetic gas scavenging AGS disposal systems according to EN 737-2


- terminal unites for AGSS according to EN 737-4


and others.


Besides the requirements for the components (e.g. see standards above) there are also requirements for the completed installation (e.g. prEN 13159 compatibility of medical equipment with oxygen).

1.2
Classification


This medical device channels compressed medical gases or vacuum from a source to the pa​tient, so rule 2 applies.


Pneumatic pressure source or vacuum makes it an active medical device, which ad​ministers or removes energy and substances to or from the human body in a poten​tially hazardous way, so rule 9 and 11 apply.


Resulting class for the complete system according to EN 737-3 is class IIb.


Anaesthetic gas scavenging systems and components channel anaesthetic gases from the patient, operator or third parties in a non potentially hazardous way per rule 9 and 11 resulting in class IIa.


Classification of components (if considered as separate medical devices).

	
	Manifold and line pressure regulators 

acc. to EN 738-2:
	rule 2, 9 and 11
	class II b

	
	Terminal units acc. to EN 737-1:
	rule 2, 9 and 11
	class II b

	
	Medical supply units (inc. ceiling mounted pendants) acc. to EN 793:
	rule 2, 9 and 11
	class II b

	
	Copper tubings for medical gases 

acc. to EN (TC 133):
	rule 2
	class II a

	
	Terminal units for AGSS acc. to EN 737-4:
	rule 2, 9 and 11
	class II a

	
	AGS disposal system:
	rule 2, 9 and 11
	class II a



Associated risks are over- and under-pressure, loss of gas specificity, leakage of oxi​dizing gas, loss of continuity of supply.


The medical device is generated when the design, the installation and the commis​sioning (final inspection) are performed (in compliance with EN 737-3).


Note: Classification to be confirmed by CEC classification working group.

1.3
Conformity assessment


Possible conformity assessment procedures are annex II.3, annexes III + IV, an​nexes III + V, annexes III + VI; furtheron there is also the possibility to follow arti​cle 12 (system).

2
Scenario 2


In an other possible scenario, the hospital gets such a system installed by contrac​tors according to its own design; in this case, no "putting on the market" of the com​plete installation takes place, CE-marking of the final installation is not applicable.


In this scenario, it is the task of the national authorities to assure compliance with na​tional requirements for the safety e.g. by complying with the standards mentioned above.

3
Extension of existing medical gas pipeline systems


Extension of existing medical gas pipeline systems not CE-marked and not de​signed, installed and commissioned in compliance with the standards mentioned above may have to consider the NB-MED Recommendation on combination of CE-marked devices with non-CE-marked devices as guidance to comply with the direc​tive.

NB-MED agreed to adopt the document and to supersede the old con​sensus statement S/04/97 Gas distribution networks in hospitals by this new one. The document was further developed on the following meetings:

17. Meeting NB-MED on 09./10.06.98, Item 3.3 (1)

18. Meeting NB-MED on 03./04.11.98, Item 3.3 (2)

19. Meeting NB-MED on 02./03.03.99, Item 3.3 (2)

S/07/98
Retention periods for documents and quality records

Dr. P. gave an introduction to document NBM/46/98; the main question was: How long must documents and quality records be retained?“ Different statements are given in rele​vant harmonized standards and the directive itself. The problems came up with the har​monised standard EN 46000 which brought in an except from the 5 years after which a product is developed by considering the „life time of the product“. In light of the require​ments of the directive (Annex II, 6.1) NB-MED agreed to consider the statement given in the directive „... the manufacturer must, for a period ending at least five years...“ as a obligatory minimum. Therefore NB-MED has seen no necessity to develop a NB-MED recommendation. But also the lifetime of the product has to be considered. The under​taken risk analysis will also give the retention period for documents and quality records.

17. Meeting NB-MED on 09./10.06.98, Item 3.4 (4)

S/08/98
Sterile patient drapes; Classification

Mrs. B. introduced the document NBM/75/98. First Mrs. B. clarified a typing error (instead of „absorbable“: read „absorbent“). NB-MED decided in the content of the intended use of the product to consider sterile patient drapes as class I devices with additional sterile re​quirements per annex VII per rule 9 of classification-MedDev.

17. Meeting NB-MED on 09./10.06.98, Item 3.4 (6)

S/09/98
Oximeter; Classification

Mrs. B. introduced the document NBM/76/98. Mrs. B. clarified that this inquiry refers to pulse-oximeter. NB-MED decided to consider pulse-oximeter as class IIb devices follow​ing rule 10 of the classification-MedDev in case of use in an intensive care monitoring system with alarm function. But if the pulse oximeter is not used for alarming (e.g. just to make a measurement) it is a class IIa device following rule 10 (3rd indent, 1st sentence). Mr. V. clarified that the question whether energy is supplied to the human body is not relevant for applying rule 10 in this particular case (classification of pulse-oximeters), not in general. Dr. W. also mentioned the harmonised standard EN 865 on pulse oximeters which requires alarms.

17. Meeting NB-MED on 09./10.06.98, Item 3.4 (7)

18. Meeting NB-MED on 03./04.11.98, Item 2.4

S/10/98
Auditing of internal audits performed by a manufacturer within his QS

Dr. R. introduced the document NBM/98/98. This problem came up specially when US-manufacturer are audited. FDA has the policy not to audit the results of internal audits of the manufacturer. Manufacturers say if such internal audit results are audited, it could lead to the internal auditor no longer writing up findings (problem of confidentiality). Mr. R.-H. mentioned that the manufacturer uses his internal audit system to improve his quality sys​tem. Therefore the manufacturer should prove the existence of an internal audit system and the auditor/Notified Body can prove whether it works with​out recourse to internal audit re​ports. Mr. D. stated that the Notified Body has in principle to look into the internal audit system. Mr. R. mentioned that the FDA got into an impasse by questioning the legality of supplying medical devices from a quality system that is know to be defective by the manu​facturer. Mr. V. referred to the annexes relating to quality system ,section surveillance, 5.2: „The manufacturer must authorize the Notified Body to carry out all the necessary inspec​tions and supply it with all relevant information, in particular:

-
the documentation on the quality system,

-
...

-
the data stipulated in the part of the quality system relating to manufacture, such as in​spection reports and test data, calibration data, qualification reports ...“.

NB-MED discussed that in view of the requirements of the directive the proposed solu​tion b) („all Notified Bodies insist on looking into the internal audit results“) shall be taken into account, but in light of the sensitively of this issue all involved parties are requested to follow the solution b) in a sensible way. The aim for the Notified Body is to see that the internal system for monitoring is effectively operating. NB-MED asked the NBRG to think about the development of a recommendation with regard to this subject.

17. Meeting NB-MED on 09./10.06.98, Item 3.4 (10)

Dr. R. reported that already on occasion of the NBRG meeting in November '98 it was agreed to observe the relevant activities within the GHTF SG4; there was developed a guidance paper on auditing which was distributed also as MedDev docu​ment. In case that this document covers all relevant aspects the NBRG would like to recommend not to develop a NB-MED Recommendation. But a formal decision was not taken on this subject, a consensus was not yet reached. NB-MED took note of this.

19. Meeting NB-MED on 02./03.03.99, Item 3.4 (2)


S/11/98
Gases for driving medical tools

In the context that gases for driving medical tools are considered as medical devices it was clarified that atmospheric compressed air can be considered as technical gas and is therefore no medical device. Dr. W. explained additionally that compressed air for breathing is defined in EN 737-3.

17. Meeting NB-MED on 09./10.06.98, Item 5.8

S/12/98
Blood bags with preservation solution

Mr. V. reported that this question (remark of Technical Secretariat: see S/04/98) was dis​cussed within the Commission. Blood bags are classified as class IIb devices, not as class III, so it can followed annex II (without consultation process), but also no consulta​tion process in case of annexes III + V, because the consultation process was intended for devices with medicinal products, which are by consequence class III devices. The pur​pose of the consultation process was to consult a medicinal authority when a device con​tains a pharmaceutical product. The problem for blood bags was that they are classified as IIb by derogation. Before the Notified Body comes to the conclusion to consider such devices as class IIb devices, the Notified Body has to perform the necessary assessment and to have to take into account the results of the risk analysis. Mr. J. mentioned that the MDA gave the UK Notified Bodies clear guidance: as long as the medicinal products were only for preservation then no consultation is necessary; but if things will be put in the bags that would be for more than preservation then rule 13 will apply and it could make a class III device. The NB-MED asked the Commission to be informed about further deci​sions within the Commission.

17. Meeting NB-MED on 09./10.06.98, Item 5.9

S/13/98
Own brand labelling

It was reported that the Medical Devices Experts Group has not yet concluded the issue. The MDA’s legal department opinion has not yet reached the Commis​sion. The item was also removed from the agenda of the last Medical Devices Experts Group Meeting on 19./20.10.98. Mr. P. explained that the answer is very clearly stated in the directive. The name of the manufacturer must be on the label, indicated by words like "manufactured by " or "manufacturer is". Mr. T. proposed for further clarifica​tion the following wording: "Where more than one name appears on the label it must be clear which is the name of the person having the legal responsibilities as manufacturer". Mr. P. agreed. He also said that it should be clearly identified who is the manu​facturer or the responsible authorized representative. Mr. D. repeated that the UK-Notified Bodies are under the clear mandate to act in a certain way and therefore this subject should be discussed within the Medical Devices Experts Group to reach a common position. Mr. P. responded that for this special sub​ject he does not need the opinion of Medical Devices Experts Group. It is a task for the Commission to solve this problem with the MDA with the possible consequence to de​velop a document on behalf of the Commission and not a MedDev-document. Any​body who disagree with the position of the Commission could finally turn to the court of justice in Luxembourg. In response to Mr. J. Mr. P. offered to inform the Member States about this subject by letter. NB-MED took note of this discussion.

18. Meeting NB-MED on 03./04.11.98, Item 3.4(1)

S/14/98
Refillable glass capsule containing sodium-hydrogen carbonate (used to produce a bicarbonate solution during dialysis)

Mr. M. introduced document NBM/156/98. The question is: How is a refillable glass cap​sule containing sodium-hydrogen carbonate and used to produce a bicarbonate solution during dialysis to be classified under Annex IX of MDD? The glass capsule is filled with sodium-Hydrogen carbonate and is flushed during dialysis with water pro​duced by re​verse osmosis, which produces a saturated bicarbonate solution. The solu​tion is drawn into the dialysis unit, mixed with patient-specific substances and fed to the dialysis filter. The following cases were discussed concerning the system "Refillable glass capsule plus the concentrate":

a)
The glass capsule is regarded as part of the dialysis unit depending on the manu​facturer's decision concerning the placing on the market; the whole system is to be classified as class IIb in accordance with rule 11.

b)
The glass capsule “only” serves to produce a saturated saline solution. The con​centration is monitored by the dialysis unit. As a simple system for the passage of a liquid in conjunction with an active system, the capsule is to be grouped into class IIa according to rule 2.

NB-MED agreed with these solutions. The representatives of the Commission were asked to bring this subject also to the agenda of the classification group.

18. Meeting NB-MED on 03./04.11.98, Item 3.4(4)

S/15/98
Surveillance - Inability to carry out unannounced visits in Non-EU States

Mr. D. introduced document NBM/159/98. The background of this inquiry is that certain countries (e.g. China) require “Letters of invitation“ from clients to support VISA applica​tion, prior to granting entry to the country thus preventing the ability of a Notified Body to enter the country and company unannounced. The question is "How unannounced is un​announced?", that means a question of the timeframe between the announcement/note and the visit itself. If the Notified Body does not get the visa to visit the country within this timeframe and the company does not in​vite the Notified Body instantly then it is allowed to the Notified Body to cancel the cer​tificate because the conditions for an EC-certifica​tion are no longer fulfilled. NB-MED agreed with this pragmatic procedure, but every case has to considered indi​vidually by case.

18. Meeting NB-MED on 03./04.11.98, Item 3.4(7)

S/16/98
Sterilisation of reusable medical devices

Dr. G. introduced document NBM/160/98. The question is: Is Art. 12.3 to be applied in case of manufacturer sterilising reusable medical devices on behalf of a hospital owner of the same devices? It was discussed that in this sterilisation was not for the purpose of placing devices on the market and therefore not regulated by the MDD. Sterilisation activ​ity is to be regu​lated by national laws or else the hospital can require voluntary certi​fica​tion of its sub​contractor. NB-MED agreed with the proposed solution.

18. Meeting NB-MED on 03./04.11.98, Item 3.4(8)

S/17/98
Low pressure regulators; Classification

Dr. G. gave an introduction to document NBM/162/98. The background of this inquiry is that - considering EN 738-1 definitions and requirements as well as the clas​sification proposed by Medical Devices Experts Group in application of rule 11 - is it possible to as​sume that low pressure regulators (< 1400 kPa) are not potentially haz​ardous and can they therefore be classified in class IIa? Dr. W. explained that he can not see any reason – when a risk analysis was made – why “> 1400 kPa” should be a high risk and “< 1400 kPa” should be a low risk. The risk of pressure regulator in medical application is to blow up the lung if one exceed the pressure of "atmosphere plus some mbar". Risk will not go away in this pressure level. Dr. W. proposed therefore to stay with class IIb as al​ready agreed in the classifi​cation-MedDev document; pressure regulators are given as example for high risk devices to be treated as class IIb. Mr. V. strongly supported this statement; the hazardous situation came from the fact that one has to administrate a drug e. g. oxygen to a patient. The hazardous situation has nothing to do with the fact that the pressure is high or below. NB-MED agreed therefore to classify low pressure regulators as class IIb devices.

18. Meeting NB-MED on 03./04.11.98, Item 3.4(10)

S/18/98
Sterilizers used for final sterilisation of medical devices to be put on the market

Dr. G. gave an introduction to document NBM/163/98. The question is: Would sterilizers used directly by a manufacturer of medical devices commercialised as "sterile" or used by a subcontractor for final sterilisation of medical devices to be put on the market be con​sidered as accessories of medical devices and therefore subjected to the MDD? NB-MED discussed that only sterilizers used in medical or hospital environment, or by subcontrac​tor sterilising reusable medical devices have to be considered accessories of medical de​vices and therefore be subjected to the MDD. Those devices sold to the hospitals (so called "clinical environment") for sterilising reusable surgical instruments are medical de​vices and need CE-marking; for the others it is up to the manufacturer how he wants to declare them. NB-MED agreed with the proposed procedure.

18. Meeting NB-MED on 03./04.11.98, Item 3.4(11)

S/19/98
Re-use of single use devices

Mrs. O. distributed to the members of NB-MED a document of the Commission referring a communication from the CDRH Centre of Devices and Radiological Health on the re-use of single use devices. Mr. P. made clear in his point of view that single use devices should never be re-used. There is a need to discuss this subject with the manufacturer but if the manufac​turer has good reasons to indicate a device only for single use then it should not be so easy to bring the re-use for this device in the debate. Prof. L. emphasised that the re-use of singe use devices is often the reason for accidents. Mr. B. articulated his opin​ion that it seems fundamentally wrong that in some cases it is allowed to re-use a device what is intended and validated for single use. If either clinicians and/or manufacturers reached the conclusion that a particular type of device is most economically made as one that can be reprocessed and re-used then it simply needs to be validated and then rela​belled as a re-usable device. The members of NB-MED were asked to send any feedback to the Technical Secre​tariat.

18. Meeting NB-MED on 03./04.11.98, Item 7.2


S/01/99
Declaration of conformity

The manufacturer must draw up a written Declaration of Conformity (DoC). The content will depend on various circumstances, including the conformity assessment procedure followed and the Class and type of device concerned. As a minimum, the DoC should contain the following information:

	Type of information
	Text

	Title of the document


	Declaration of Conformity



	Identification of the legal entity


	Name and address of the manufacturer, or where permitted, the name and address of the authorized representative



	Identification of the device(s) concerned


	Name, type or model

	Identification of a given number of products and/or identified specimens, where required for the selected conformity assessment procedure


	The DoC may cover particular lots, batches or serial numbers and/or particular products types and/or particular periods of manufacture



	A statement that the identified devices meet the applicable provisions of the Directive


	'We hereby declare that the above men​tioned devices comply with the (legislation of the member states where the Notified Body is located - if a Notified Body is in​volved -) transposing European Medical Devices Directive 93/42/EEC'



	Date of validity


	Date from which the DoC is valid



	Identification of the person authorized to sign on behalf of the manufacturer


	Name, position and signature of the authorized person, who is approving the DoC


Mr. P. mentioned that there is no way to declare conformity with the directive; the Notified Body can only declare conformity to the relevant national legislation that applies to the manufacturer who is involved. The manufacturer must comply with the legislation where the Notified Body is established. With e. g. the respect to the use of languages it is not to consider the national legislation of this country where the Notified Body is established, but it is to consider the legislation of the country in which the product will be sold. In the di​rectives the essential requirements do not apply to the use of language; the directives are asking for all the information and all necessary documentation etc. that is produced by the manufacturer to be evaluated by the Notified Body in the lan​guage used by the Noti​fied Body. If the product is produced and put on the market in an other country, that coun​try has the possibility to make sure that the translations have been performed correctly. In case that no Notified Body is involved (class I devices) it is the decision of the manufac​turer to which national legislation – transposing the direc​tives – he declares the confor​mity. This explained principles are covered by the system so-called “Mutual Recognition” on which the directives are based. In the context that there is no need for the manufac​turer to compare or to “know” the difference national legislations Mr. P. reminded the No​tified Bodies not to work as “consultants” to industry; Notified Bodies are looking at the products and not – at the same time – ad​vising the manufacturer. In general Mr. P. stated very clearly that the declaration of conformity - when the type approval has been obtained - is not to the legislation but to the type. 

19. Meeting NB-MED on 02./03.03.99, Item 3.2 (3)

S/02/99
Software; Classification

Mr. R. introduced the inquiry-document NBM/28/99. It was proposed to consider software as an active medical device because software itself can not have an effect on a patient and it is always required that software runs on a computer; the computer usually is pow​ered by electrical energy. Another argument for this recom​mendation is given in An​nex IX, 1.6, MDD: Active medical device for diagnosis: “Any active medical device, whether alone or in combination with other medical devices, to supply information for de​tecting, diagnosing, monitoring ...”. Mr. R. presented further – supported by overhead-projector – some software driven devices. Also Mr. R. introduced the more general docu​ment NBM/36/99 which describes the available information on medical software and what is regarded as medical soft​ware. The reason for finding more clarification on this matter is that active medical de​vices include more and more software which leads to exchange of medical data in​cluding arising some problems (e. g. in the context of internet-use). Mr. B. mentioned that in case of commercially available software this soft​ware has not any rela​tion to medical device regulations. Mr. B. said that under special circumstances software is to be considered as medical device; the question whether software is an active medical device is just under consideration within EUROM VI with​out solution. But at the end of March '99 a decision could be found. Mr. P. reminded that it should not be forgot​ten in the discussion of the definition of a medical device that it should be intended to be put on the market to the end-user; if products are bought from subcontractors or are bought in the open market between professionals the directive normally does not apply. The direc​tives apply to free circula​tion of prod​ucts that have been intended to be put to the end-user. Dr. R. explained that the presented examples are showing software which is really put and sold to the end-user; in the past there was the case that software has been deliv​ered to the manufacturer of the computer, considered as a supplier to the manufac​turer. The problem is not soft​ware that runs on medical devices because here we have the guide​line this is classified as the medical devices itself. The real problem comes be​cause computers can be bought from the shelve as general purpose computers and are not under the MDD as such and then additional software can be bought that runs on that computer; so it can not be said to classify the software in the same class as the device in which it runs be​cause this device is not a medical device. Mr. S.-A. empha​sised that there are manufacturers who make software intended specifically for medical purpose to do e. g. either analysis, diagnosis or control the instruments; so used software should be considered as medical device because there is an high risk in​volved. Mr. R. and Mr. B. offered to elaborate a common position on this sub​ject for presenting it on the next NB-MED meeting in June. NB-MED agreed to handle this subject as proposed.

19. Meeting NB-MED on 02./03.03.99, Item 3.4 (6)

S/03/99
Pools for training disabled persons

Mr. B. introduced the inquiry-document NBM/29/99. He proposed that pools intended for training of disabled persons are to be consider as medical devices because the pool is in​stalled in hospitals and care facilities. The intended purpose is for physical training of dis​abled persons in order to regain strength and movability as a part of rehabilitation. Mr. V. mentioned that already similar cases have been discussed e. g. "air con​ditioning in hos​pitals for using in operating theatres"; in this cases it was decided to consider these prod​ucts not as medical devices. A criteria for such a decision could be whether the products could be used for other purposes. Dr. R. added that not every subject that is used for a medical treatment is automatically a medical device. Mr. J. explained that if pool is made and destined by a manufacturer for medical purposes then it is a medical device. Mr. P. stated as a general statement for any case that it should be avoided that for commercial reasons a product will be classified as a medical device. NB-MED emphasised that the decision to consider e. g. pools for training disabled per​sons as medical device depends on the intended use of the product given by the manufacturer. Therefore some pools might be medical devices with a well defined and justified intended purpose. 

19. Meeting NB-MED on 02./03.03.99, Item 3.4 (8)

S/04/99
Free movement, device intended for special purpose

Mr. Sch. reported about the background of this item (see document NBM/30/99). "Free movement" and "devices intended for special purposes" is the headline of article 4 MDD. The French ministry of employment demands from manu​facturers of some special prod​uct families very sensitive data, e. g. all what is in the technical file like calculations, the design risk analysis etc. The manufacturer has to do this before he can purchase his medical device in France otherwise the purchase of the products will be forbidden in France. Today 4 product categories are covered by this regulation: physiological pa​rameters supervision monitors, high-frequency surgical equipment, pacemakers and lung's ventilators. COCIR considers this behaviour as a barrier to a trade within Europe. Notified Bodies are designated for carrying out the tasks pertaining to the procedures re​ferred to in article 11 (see article 16 of MDD); Notified Bodies must carry out the assess​ment and verification operations with the highest degree of integrity and competence. The conclusion of COCIR, EMIG and EUROM VI is that for some product categories the French authorities do not trust the work of Notified Bodies; these industrial federations have asked for rejection of this French regulations. Mr. B. added that the LCIE in regard to the French ministry also is asking for equipment for testing again even the products are have already CE marked. Mr. J. mentioned that the French regulations are also relevant concerning materials for ab​sorbing carbondioxid where effectively France has asked from all manufactures sam​ples and has issued then non-compliance (without CE-marking) or vigilance note where there is no safety implication. Notified Bodies get asked for advice but Notified Bodies are not in the position to advice manufactures in the relation with their Competent Authorities. Mr. P. mentioned that the NB-MED is not the appropriate forum to discus such a matter. The Commission is aware that also some other member states are thinking about to handle this subject similar. Hopefully this item will be dis​cussed further on at the next meeting on the Medical Devices Experts Group on 16./17.03.99; all parties involved will be invited. It is really important to find out exactly what is the understanding of what member states can or can not do in the context of market sur​veillance where the products are on the market; it could not be discussed on measures that are intended to stop products to be put on the market that means e. g. the pre-market evaluation whether a Notified Body has to react responsibilities. Con​cerning the French activities the Commission is espying an approach by the French Authorities as a systematic evaluation of all products of a given category. NB-MED took note of this explanations and asked the Commission for further informa​tion on this matter. 

19. Meeting NB-MED on 02./03.03.99, Item 3.4 (9)

S/05/99
Carotid shunt; Classification

Mr. V. introduced the inquiry-document NBM/46/99. The classification of carotid shunt de​pends on the interpretation of rule 6 concerning the word “to ... correct a defect ... of the central circulatory system” (2nd dash). Carotid shunts were used to divert the flow from element of the circulatory system to an other element (diversion of the blood flow between the primitive carotid and internal carotid). In some cases it has been clas​sified as class IIa product on the fact that “to correct a defect” does not apply and in other cases it has been classified as class III product on the fact that “to correct a defect” applies. Mr. V. proposed to classify carotid shunt as class III product be​cause during a short period of time (less about one hour) the function of the carotidian system is taken over by the shunt therefore the wording “to correct a defect of” applies and includes the case that there is a substitution of the function. Mr. R.-H. suggested to bring all subjects dealing with cardio​vascular prod​ucts like arterial probes to the Medical Devices Experts Group/Classification Group to receive a common interpretation whether these products are to be considered as class IIa, IIb or III. Dr. R. supported what was said by Mr. V. that correction of e. g. the heart by replacing some part of it by an other device is included in the term “correction”; so an heart valve replaces the natural one but in total the function of the heart is corrected by this means. Mr. R.-H. answered that exactly these arguments could also be used the other way around by saying if you have an implant like an heart valve or an hip then you have a correction, but if you have a temporary help during a pro​cedure like a clamp then all the clamps are class IIl products. There should not only be the focus to “correction” itself also its “short term use” rather than an implant. NB-MED asked the representatives of the Commission to bring this subject to the agenda of the Medical Devices Experts Group because NB-MED could not come to a clear agreement anywhere.

19. Meeting NB-MED on 02./03.03.99, Item 3.4 (11)

S/06/99
Aqueous eosin solution; Classification

Mr. V. introduced the inquiry-document NBM/47/99. Aqueous eosin solution is a sub​stance and following the claim of the manufacturer three cases could be consid​ered: case 1: indication for use as topical disinfectant property, therefore covered by the “drug”-directive 65/65/EEC; case 2 indication for use as hygiene device, therefore covered by the “cosmetics”-directive 76/768/EEC; case 3: indication for use to manage environment of a wound, of an injured skin (wound dressing impregnated with the solu​tion), therefore the definition of medical device applies (93/42/EEC) as class IIa product per rule 4, an​nex IX, 3rd alinea. Mr. v. M. mentioned the principle question if the substance is used separately whether it is then covered by “drug”-directive 65/65/EEC; in this case the prod​uct becomes a class III device with a consulting process, and not a class IIa device. Mr. B. described three other cases: case 1: use for disinfecting or cleaning of medical devices, therefore covered by the MDD; case 2: use for disinfecting or cleaning the body or the wound, therefore covered by the “drug”-directive 65/65/EEC; case 3: use for hygienic pur​poses like cleaning the floor, therefore covered by the future “biocide”-directive. Mr. V. offered to prepare a more general state​ment to the “borderline-problem” for some other raised devices concerning their class IIa/III-classification. NB-MED agreed to handle this subject as proposed; further consideration should be made by NBRG and on proposal by Mr. V. for presentation to the Medical Devices Experts Group. 

19. Meeting NB-MED on 02./03.03.99, Item 3.4 (12)

S/07/99
Which directives must be named in the "declaration of conformity" of active electrical laboratory equipment

Mr. P. introduced the inquiry-document NBM/51/99. He proposed that active electrical laboratory equipment must fulfil the requirements of the LVD (low voltage directive) and EMCD (electromagnetic compatibility directive) until first applica​tion of IVD-directive on 07.06.2000. Therefore both directives must be mentioned in the declaration of conformity because – as first reason - LVD-annex II makes an exemption for electrical medical de​vices. Active electrical laboratory equipments are divided into this group of electrical medical devices by some manufacturers. The expression ”electrical medical device” is defined in the MDD harmonized standard EN 60601-1. The electrical medical device must have a connection to the patient which is not given by active electrical laboratory equip​ment. Therefore they cannot be announced as electrical medical devices. As a second reason the standard EN 61010 is an harmo​nized standard under the LVD. Mr. B. ex​plained laboratory equipment belong to the standard IEC 61010 as mentioned in the LVD; this standard is going to become a mandatory standard within the MDD because of the sterilizers and the washer-desinfectors. Laboratory equipment are normally no medical devices except they are belonging to the special area of the IVD-directive. This should be separated. Dr. R. pointed out that it should be consid​ered: when in the LVD electrical medical devices are excluded it is not possible to refer to the definition of medical devices made in the IEC 60601 but it must be referred to the definition within the MDD as an over​all definition, which includes in-vitro diagnostic medical devices; the LVD does not apply to electrical in-vitro diagnostic medical de​vices. Mr. V. explained that in his view electrical laboratory equipment used for general laboratory activities and which does not corre​spond with the definition of in-vitro diagnostic medical devices are not excluded from LVD and EMC-directive. The same problem was faced for medical devices during the transi​tional period of MDD but after the date where the EMC directive was made mandatory; the solution in this case was to indicate in the accompanying documents which directive is complied with and what does CE mark mean. Mr. B. simplified that first laboratory equip​ment always belong to IEC 61010 and second the intended use is to consider: either they are in-vitro diagnostica equipment then they belong to the IVD-directive or they are labo​ratory equipment in general use then they belong to LVD and EMC-directive so long the IVD-directive is not applicable. Mr. V. mentioned that also the draft document Certif 98/1 “Guide to the implementation of Directives based on New Approach and Global Approach” tries to explain this kind of situation (paragraph 2.2 “Simultaneous application of direc​tives”). Dr. R. said that now – where the IVD-directive is not in force - in-vitro diagnostic devices are medical devices as a subset of medical devices and therefore excluded from the LVD; for electrical in-vitro diagnostic medical devices only the EMC-directive is appli​cable at that moment. Also the definition of a medical de​vice is already in force but in the MDD. Mrs. O. proposed that since NB-MED deals in the areas of other directives also the other relevant Notified Bodies Groups should be asked to get further clarification. The Technical Secretariat was asked to bring this subject forward in this sense. NB-MED agreed with this proposed procedure.

19. Meeting NB-MED on 02./03.03.99, Item 3.4 (13)

S/08/99
Computer for programming hearing aids

Mr. S.-A. introduced the inquiry-document NBM/52/99; today people can buy themselves hearing aids which are actually sitting in the channel of the ear not visible from the outside (not implantable as cochlea implants). Those hearing aids must be programmed at that place, that means that the patient must give back a response to the doctor whether it is adjusted correctly. In order to do that normally the manufactur​ers are using a program​ming device like commercially available PC with special inter​face and software or a pro​prietary device specially designed for the task. Actually there is in circulation a special software for adjusting hearing aids in such a situation which follows a standard among manufactures of hearing aids. For a period of about ten minutes the patient is connected to this programming device while the pro​gramming of his micro processor in the hearing aids is taking place; this is a galvanic connection from the hearing aid back to the pro​gramming device. Some manufacturers do consider this "accessory" as an accessory to the medical device and therefore it becomes also a medical device. Other manufacturers follow the recommendation of the relevant manu​facturer's association to consider such devices not as medical devices. To get clarifica​tion on it – also in a light of a reported in​cident in Scandinavia – Mr. S.-A. suggested that the programming system for "In the ear", "In the channel" and similar small Hearing Aids where the intended use is programming the Hearing Aids in situ should always be considered an accessory to a medical device ac​cording to the MDD. Dr. R. supported this proposal but the exception of the PC as a programming device with an interface and software could lead to the consideration that the software and the interface will become a medical device but not the PC; is it is a spe​cial designed device put on the market under the name of the medical devices manufac​turer then the com​plete programming device is – as accessory - a medical device. Mr. S.-A. clarified that always the interface between the computer and the hearing aid is sepa​rate available; the question is of course if there could a brake-down in the software run​ning of the PC be able to harm the hearing capability of the patient. Mr. S. mentioned that the proposal should consider the standard IEC EN 60601-1-2 as a sys​tem standard in​stead IEC EN 60601-1. Mr. S.-A. mentioned that some manufacturers do not consider the presented system as a medical device system and so - as first step – computers for pro​gramming hearing aids should be considered as an accessory to a medical device and therefore it becomes a medical device according to the MDD. NB-MED agreed with the proposed solution; also the relevant system standard should be considered.

19. Meeting NB-MED on 02./03.03.99, Item 3.4 (14)

S/09/99
Conformity assessment procedures of breast implants

Mrs. O. reported that the NBRG has been reviewing the current MedDev-docu​ment (see NBM/125/98). The comments were submitted to the Commission (see NBM/31/99). Mr. P. mentioned that the Commission has received a letter from the French authority with re​spect to the situation of the authorisation of putting on the market breast implants in France; the letter gives the expression to make the MedDev-docu​ment mandatory and that the European standard that has been developed is not suffi​cient and not appropriate. The Commission denied the first petition; MedDev-docu​ments will never be made man​datory anywhere. But the Commission agreed with the second French opinion that the European standard is not sufficient; this European standard needs some further review. Therefore France is promising that if a product conforming to the standard would be put on the French market it would be withdrawn from this market immediately because the presumption of conformity is not be given to that standard. Mr. P. said that therefore a solution must be found to make sure that CE-marked breast implants will be authorised on the French market. Mr. G. mentioned that the French ban which has been published in a decree is not limited to breast implant but to other implants made by silicon; therefore a expected solution made by the Commission should also cover all these products. NB-MED took note of this. 

19. Meeting NB-MED on 02./03.03.99, Item 5.2

S/10/99
Misuse of Notified Body Identification Number

Mr. J. reported it was the first time that a Notified Body had really taken away a whole certificate from a company against their will after three audits; every audit led to an in​creasing number of major non-compliance in critical areas. The Notified Body had sus​pended the certificate but the company continued to produce products using the Notified Body number; so at the end the Notified Body withdrew the whole certificate. The Notified Body informed then the Competent Authority in the country where the company was set​tled; this informed Competent Authority then wrote around to the other Competent Authorities. Also this company was using the Notified Body number outside the given lim​ited scope on products which were not approved. Eventually this company was certified by an other Notified Body because most Notified Bodies had not been informed about 6 month after the letter going out on this non-compliance. Mr. C. reported the he had made the same experi​ence - informed by the field of a customer - with a company placing the Notified Body number on the product without authority; in parallel the Competent Authority in that country the manufacturer is placed and the own Competent Authority were informed. But the question is how could the right information be given to the market; the Notified Body is not be able to do something. Mr. J. added that it was also thought about to publish the event but in this case legal problems could arise. So the Competent Authority should make a decision whether e. g. a recall or a note to the market should be required. Mr. Virefléau reminded that article 18 MDD addresses this problem. Mr. P. men​tioned that nobody has the property of the CE mark and that the num​ber is not the im​portant point; normally the Notified Body is the only one who can with​draw the certificate. In case of reasons to withdraw a certificate first the manufacturer shall be informed about it; he must be given the opportunity to act and to take the ap​propriate measures. In case of withdrawn of a certificate the responsibility of the Notified Body ends with this action. Everything what  is happening after that is exclu​sively the responsibility of the Member States. There are no opportunity for the Notified Body to take action against the manu​facturer, against products or to inform people. Only the public authorities shall be in​formed and the advice could be given to withdrawn the product from the market. In reason of the limitation to their own territory this Competent Authority is responsible for informing also the other Member States and the Commission. In case of safety aspects now the area of safeguard clause will be cov​ered; in case of administrative non-compliance the article 18 will be covered as com​plement to the safeguard clause. Mr. P. suggested to put this subject on the agenda of the next Medical Devices Experts Group meeting to make sure that the Competent Authorities be aware of their responsibilities. Mr. J. asked what is to do in this case when a Notified Body number will be used by a manufacturer without any connection/contract to the Notified Body. Mr. P. clarified that is must be distin​guished what is covered in the framework of the directive. But the presented case is fraud and out​side of the directive, therefore other appropriate instruments have to be used to stop such behaviour. Mr. P. described as relevant case the putting of CE-marked products on the market which are not covered by the directive; if a product is not covered by the directive all the measures that need to be taken and need to be available should have been taken by the public authorities when the decision on the certification has been produced by the Commission. NB-MED took note of this. 

19. Meeting NB-MED on 02./03.03.99, Item 7.4

S/11/99
CE marking and other marks

Mr. P. mentioned that at the next Medical Devices Experts Group meeting a dis​cussion will take place on the coexistence or non-coexistence of quality marks and the CE-mark. He said that he can not accept quality marks to be in competition with CE marking if they have no clearly well defined added value. Therefore he asked the members of NB-MED on their view a.s.a.p. best before 16.03.99. 

19. Meeting NB-MED on 02./03.03.99, Item 7.4
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